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certification, labeling, import/export regulations, reporting hazardous materials, and other applicable regulations 

as necessary. 

4.1 Understanding the Organization and Its Context 

BiosPacific has reviewed and analyzed key aspects of itselfand its stakeholders to determine the strategic direction 
of the company. This requires understanding internal and external issues that are ofconcern to BiosPacific and its 
interested parties (per 4.2 below); the interested parties are identified per the document, Interested Parties List. 

Such issues are monitored and updated as appropriate, and discussed as part of management reviews. 

4.2 Understanding the Needs and Expectations of Interested Parties 

The issues determined per 4.1 above are identified through an analysis of risks facing BiosPacific and its interested 
parties. "Interested parties" are those stakeholders who receive our products or services, or who may be impacted 
by them, or those parties who may otherwise have a significant interest in our company. These parties are identified 

per the document, Interested Parties List. 

This information is then used by senior management to determine the company's strategic direction. This is defined 

in records of management review, and periodically updated as conditions and situations change. 

4.3 Determining the Scope of the Quality Management System 

Based on an analysis of the above issues of concern, interests of stakeholders, and in consideration of its products 
and services, BiosPacific has determined the scope of the management system as follows: 

Supply and distribution of immunological reagents, highly purified monoclonal and polyclonal 

antibodies, native and recombinant proteins. 

The quality system applies to all processes, activities and employees within the company. The facility is located 
at: 

5980 Horton Street #360 

Emeryville, CA 94608 

Phone: 510-652-6155 

Fax: 510-652-4531 

Web: www.biospacific.com 

The following clauses of ISO 9001 were determined to be not applicable to BiosPacific. 

• Section 8.3 Design and Development of Products and Services (BiosPacific does not perform design and
development activities)

Applicable Standards: EC No 1069/2009 and EU 142/2011, ISO 9001:2015 

BiosPacific has been ISO certified since 8/26/2011. Certificate of Registration is# 19.8268. 
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